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supplemental data, there are expanded oppor-
tunities for researchers to disseminate actual 
study data; this should facilitate independent 
evaluation by regulatory agencies. 

As scientists specializing in regula-
tory safety evaluations, we have extensive 
experience in interpreting chemical toxicity 
studies from government, academia, and private- 
sector laboratories. In conducting chemical 
risk assessments, we believe that scientists from 
all sectors should support the use of objec-
tive criteria for determining data quality and 
study reliability (Schneider et al. 2009) cou-
pled with a structured evaluative framework, 
such as that of the World Health Organization 
International Programme on Chemical Safety 
(Boobis et al. 2006, 2008), to provide a sys-
tematic approach for assessing the overall 
weight of the evidence for observed effects and 
the postulated mode of action. In this manner, 
data from laboratory experiments, epidemio-
logical investigations, and cutting-edge mecha-
nistic research from all relevant studies—GLP 
and non-GLP—and from all investigators, 
regardless of affiliation or funding source, can 
be comprehensively reviewed, given appropri-
ate weight, and integrated in a manner that 
provides a robust, biologically plausible under-
standing of the potential hazards and risks that 
exposures to a substance could pose. 

This letter has been reviewed in accordance 
with the peer- and administrative-review poli cies 
of the authors’ organizations. The views expressed 
here are those of the authors and do not necessar-
ily reflect the opinions and/or policies of their 
employers. 

The authors are employed by trade associa tions 
whose members manufacture and use chemicals.
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ICCVAM: Not Doing Enough
doi:10.1289/ehp.1001969
Anyone interested in the facts about the 
Interagency Coordinating Committee on 
the Validation of Alternative Methods 
(ICCVAM) and its ineffectiveness, rather than 
just another ICCVAM/National Toxicology 
Program (NTP) fluff piece (Birnbaum and 
Stokes 2010), should read the 2008 front page 
Washington Post exposé of ICCVAM (Gaul 
2008) and the PETA report on which the Post 
investigation was based (PETA 2008). 

Birnbaum and Stokes’ “PR piece” 
notwithstanding, ICCVAM should be 
held responsible for failing to abide by 
its Congressional mandate to support the 
develop ment and implementation of non-
animal testing methods.

Sadly, it appears that the new leadership 
of the National Institute of Environmental 
Health Sciences is no more inclined to 
improve the quality of the science support-
ing regulatory decision-making than the 
previous one.

The author is employed by People for the 
Ethical Treatment of Animals, the largest animal 
rights organization in the world.
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ICCVAM: Birnbaum and Stokes 
Respond
doi:10.1289/ehp.1001969R

Sandler’s comments about our editorial 
concerning the Interagency Coordinating 
Committee on the Validation of Alternative 
Methods (ICCVAM) (Birnbaum and Stokes 
2010) suggest a lack of awareness of the 
role and significance of the contributions of 
ICCVAM. The 2008 Washington Post article 
she cites (Gaul 2008) contained many inaccu-
rate statements (a letter correcting the errors 
was submitted to the Washington Post, but it 
was not published). We appreciate this oppor-
tunity to provide accurate factual information 
about ICCVAM. 

ICCVAM is a congressionally mandated 
committee that does not have laboratories 
and does not develop test methods or con-
duct validation studies. Rather, ICCVAM 
depends on other organizations, including its 
15 member agencies, to carry out such activi-
ties. The director of the National Institute 
of Environmental Health Sciences (NIEHS) 
established ICCVAM in 1997, with the 
cooperation of 14 other agencies, in order to 
provide a coordinated inter agency process to 
facilitate the regulatory acceptance of scien-
tifically valid alternative methods. As an inter-
agency forum, ICCVAM also coordinates and 
promotes related issues, including national 
and international harmonization, guidance on 
validation studies, and awareness of accepted 
alternative methods. 

ICCVAM was formally established 
by legis lation in 2000 with signing of 
the ICCVAM Authorization Act of 2000. 
This law charges ICCVAM to “review and 
evaluate new or revised or alternative test 
methods, … including the coordination of 
technical reviews of proposed new or revised 
or alternative test methods ….” ICCVAM 
develops and submits recommendations based 
on its reviews to the Secretary of Health and 
Human Services for transmittal to federal 
agencies. Agencies must review the recom-
mendations and respond to ICCVAM within 
180 days. ICCVAM has implemented a trans-
parent and scientifically rigorous evaluation 
process for test methods that has resulted in 
national and international regulatory accep-
tance of all recommended test methods. 
ICCVAM has contributed to the acceptance 
of 33 alternative test methods, including 
17 based on formal comprehensive evalua-
tions (ICCVAM 2010). Recommendations 
on an additional 4 methods are pending. 

The National Toxicology Program 
(NTP) Interagency Center for the Evaluation 
of Alternative Toxicological Methods 
(NICEATM) administers ICCVAM and pro-
vides scientific and operational support for 
ICCVAM activities. Consistent with the NTP 


